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Openi ng Remar ks
MR LEVITT: Good norning and wel come. W put out

a Federal Register notice about a nonth ago and we are

delighted with the response we have got. W have a very
good cross-section of speakers. | woul d encourage people to
not stay only for your presentation but | think an inportant

part of the day to listen to everybody else s also.

There is an agenda that has been passed out and so
people can see where they fit on that. W will have up
here, along with nme, a rotating set of panel nenbers from
the senior staff in our center.

Just before we get going and | introduce Dr.
Friedman, | just want to take a nonent and thank the staff
that worked very hard to put this neeting together; Tracy
Sumrers, Lynn Quzens and her entire group from the Ofice of
Constituent Operations. If you could just stand for a
m nut e.

Wt hout further ado, | think we should get going.
It is my pleasure to introduce our Acting Conm ssioner, Dr.
M chael Fri edman. I can tell you he is someone who cares
deeply about the Food Program has been very actively
engaged and is going to slug nme if | go on any nore.

DR FRIEDMAN.  Thank you. M interest in the Food

Program is an intensely personal one. But | also have a
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programmatic interest as well. Let nme thank everybody for
bei ng here today. | would like to take just a few mnutes
at the beginning of this programto go over some general
issues that | would Iike you to think about.

This public exchange of ideas comes at a critical
time for CFSAN and for the agency. | appreciate people’s
willingness to participate. Wth the launching of the
President’s Food Safety Initiative last year, the attention
paid to the quality and the safety of the nation’s food
supply has never been higher.

There are good reasons to focus on this issue.
Insuring the nation’s food supply is an increasingly conplex
task. The agency faces grow ng nunbers of inported
products, both raw and finished products, the energency of
new food-borne m croorgani sns, changes in the denographics
of our population as we age and as we eat out nore. Al of
this focuses attention on CFSAN, its activities and its
needs.

Wiile the Center has received additional resources
ander the Food Safety Initiative in the current budget and
ne earnestly hope we will receive nore next year--but that
is a matter being considered by the Appropriations and other
committees at this noment--we need to | ook beyond mere
oudgetary considerations in thinking about the ways in which
o help CFsaN best fulfill its m ssions.
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That is what you will be spending the next bit of
tinme discussing. I, personally, look forward to hearing the
results of these discussions.

Wiat | would like to address, though, this
morning, very briefly, is sort of the technical basis for
this neeting, that the agency as a whole and the rel evant
i nterest groups, both consumer and industry, need to
communi cate nore frequently and nore effectively to deal
with issues of joint interest.

This kind of consideration certainly has been
ongoing and | am not suggesting that it is a novel idea, at
all. Already, there are a nunber of points of contacts and
comuni cations and these have inproved considerably
recently. But , as the voice of our populus, Congress wants
1s to do an even better job and our own staff wish to do an
sven nore effective job

Last year, in the FDA Mdernization Act, Congress
yave the agency many inportant tasks. | would like to talk
about just two of those tasks specifically, now First of
211, FDA was charged with fornmally assessing the discharge
>f its statutory obligations under the Food, Drug and
Cosmetic and Public Health Service Acts, and then
determining if there are any obligations that the agency
fails to conpletely fulfill.

This analysis has been initiated and it is ongoing
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low. As part of that evaluation, Congress directed FDA to
sonsult with, and here | quote, “appropriate scientific and
iscademic experts, healthcare professionals, representatives
>f patient and consumer advocacy groups and the regul ated

i ndustry.

In other words, what | am doing is soliciting your
input as to what FDA is not doing as well as it should and
qow we can inprove. Once this analysis is conplete, FDA is
directed to develop and publish a plan for achieving
conpl i ance--and here, again, | quote--with each of the
obligations under the Act.

The first edition of this published plan for
addressing these shortfalls is due in Novenber of this
com ng year, Novenber of 1998. W have a great deal of work
to do in the next few nonths under this obligation. For
those of you who are interested, it is referred to as
Section 406(b) of the FDA Mdernization Act.

So | aminviting your participation today. W
have a lot to do and relatively little tine to do it. |
hope that today’'s neeting is an exanple of the kinds of
consul tations that Congress had in mind. The Agency
benefits very inportantly from the input of those who are
know edgeabl e and who have a stake in the effective
operation of the FDA

You have a perspective about the things that the
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agency is doing well and the things that we are not doing as
well as we would like and areas where we can inprove

Clearly, we do not currently have sufficient resources to do
everyt hi ng concei vabl e. So this evaluation nust be

bal anced, risk-based and key to the best public-health

val ue.

| ask you to think broadly about FDA's mission to
pronote and protect the public health, help us find the
right conbinations of initiatives and inprovenents that can
advance our m ssion. Proactively, the agency, itself, has
begun to identify areas where we would like to see
i nprovenents made.

Sone of these are obvious areas. Some are |ess
obvious, but all are fairly conpl ex. Let me, if I may,
raise three of themfor you that we have identified, not to
[imt your thinking but to give you a sense of the kind of
priorities that we see inportant and to wel cone your input.

First of all, application reviews. This is an
i mportant invisible process for FDA There is an enornous
effort prior to the filing of an application, and I
recogni ze that. But review ng an application to market a
new product is a major activity.

I think you are aware of the fact, and let ne
recall for you, that the agency’ s workload, as neasured by
new applications of all sorts, not just food but of al
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sorts, 1is increasing at the rate of 12 percent per year for
each of the last five years.

That is a remarkable gromh. Wat that neans is
that every six years, the agency’'s workload for new
applications doubles. W have every expectation that that
rate of increase will continue or, perhaps, even accelerate.

In progranms not covered by user fees, such as
bl ood products, animal drugs, generic drugs, nedical
devices, and, of interest to this office, of course, food
additives, the agency, despite our stable budgets that we
have had in the past, faces erosion of its ability to
performthis job.

W need to find solutions to denonstrable gaps
posed by the steadily rising workload in the face of static
budget projections and the recognition that, for exanple,
with food additives, we are not neeting our statutory
deadline of review tines.

Now, product quality-assurance is a second area
that | think is inportant to this audience. It is really
highly relevant to many of the considerations that you wl]l
nave . How does the agency assure the high quality of the
oroducts that we regulate. At the beginning of this decade,
t he average inspection, and now | am tal king about all kinds
>f problens, for FDA was 17 hours at a facility.

Last year, because of rising conplexityin the
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10
rorrection processes and other considerations, the average
.nspection nore than doubl ed, 36 hours. I n 1990, FDA
rocessed nearly one-and-a-half mllion shipnments of
regulated inports. Today, that nunber is 4 mllion and,
igain, it is going up dramatically.

Essentially, we have had the sanme nunber of staff
vorking on these considerations. Through managenent changes
and i nproved efficiencies, we have struggled to keep up. |
-hink we have done satisfactorily. Wat | am concerned
about, however, is that we wll not be able to continue to
nake these kinds of performance gains in the future.

We need to find better, smarter, faster ways to
insure the quality of the products that are under our
jurisdiction. This is one of things that | ask you all to
nelp us focus on.

Let me nention a third area, if | may, and that is
adverse events and injury reporting. | think this is a
truly critical issue. Recently, an article in the Journal
of the Anerican Medical Association pointed out the |arge
nunber of people estimated to either die or be made ill by
the use of drugs. These were drugs that were properly
prescri bed and properly used.

Nonet hel ess, this was an inportant consideration
The economi c costs associated with nedicine errors is very,

very substantial . There is mis-use or inproper use of
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medi cal devi ces. There are errors and accidents associated
with biologic products and we are struggling to deal wth
the | arge nunber of new products and new uses for those
products for the Anerican public.

| think that this has less direct inport for foods
but it is not conpletely divorced from foods. And | ask you
to think about these things. These are three |arge areas
that the agency has identified as deserving greater
attention.

There are sone thenes that are woven into that.
Let me just nention a few of the background thenes, if |
may. The first and the nost inportant here, sonething that
is integrated into all of these efforts and underlies
everything we do is our desire, our need, for greater
scientific expertise within the agency.

Pl ease recognize that the National Institutes of

Health continues to pour nore than $13.5 billion a year into
basi c and applied bionedical research. It is hoped, it is
estimated, that that anount of noney will double over the

next five years. That is a wdely held consideration

At the sanme tine, pharnaceutical conpanies are
investing $21.6 billion a year in research and devel opnent.
Medi cal device manufacturers, another $4 billion a year. |
don’t have good figures for the nunbers invested by the food

producers or manufacturers but, clearly, we are talking
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ibout an incredibly robust period of scientific research.
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What this neans is that, for each dollar invested

n research and devel opnent, there will be a downstream
:ffect on agencies that nust regulate those products, |ike
:he Food and Drug Administration. First of all, there is

joing to be this vast flow of products but, secondly, and

aqually inportantly, these products are going to be novel

sroducts, new mechani snms of action, new ways in which they

are produced, and they present new scientific problens to

-he agency.

If the agency is not fully competent in science--I

jon’t mean just conversationally conpetent but thoroughly
~ompetent--if we are not, then we wll fall behind in our
ability to nake tinely, accurate, rational, science-based,
sublic-health judgnents and decisions. That would be a
yreat disservice to the Anerican public.

W don't want to slow the devel opment process,
we want to do a very good job in discharging our
responsibilities. W are going to work hard to have the
agency scientists, but the clinical scientists and the

| aboratory investigators, continue to have their own

but

scientific expertise, to have access to be able to do their

own clinical studies and |aboratory studies and to renain
the top of their field.
This is a very inmportant consideration for us.
M LLER REPORTING COWPANY, | NC
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will work hard to enrich and maintain scientific
relationships with our sister agencies, especially CDC and
NlH but all other parts of government as well including

USDA . I mportant |inkages need to be nade to form regul atory
bodi es, inportant |inkages to academ a and i nportant

i nkages to industry as well. That kind of collaboration
with all those parties will be necessary.

There are a couple of other thenmes that | just
want to mention to give you the full range of
responsibilities here. One is a continuing need for
outreach and information. Increasingly, FDA is becoming a
purveyor of information. \Wile we are an agency that has
regul atory authority, and the power to enforce the |law, our
deci sions are based upon science and we recognize that a
| arge nunber of the things that we wish to do require good
information to be provided; provided to the producers,

i ndustry, provided to consuners so that we have the best
schene that we can

I think that is one of the reasons why the
gui dance docunents, the other sorts of guidance that we
provide, are so critical. Additionally, it is very
inportant that the public receive good, reliable,
under standabl e information on how to use the products
properly. This is a huge responsibility but one of our nost

i nportant m ssions.
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How we can do that better, | think, is a real
shallenge for us, whether we are talking about nutrition or
1ow to properly use a prescribed nedication. | think the
1eed for public education is very inportant.

You recognize that we have inportant
responsibilities in the food-safety activities. | have
already mentioned some of those. This is one, of the
1ighlights of the administration and one of the nost
important things that CFSAN and the agency are engaged in

No discussion would be conplete without at |least a
orief nention of tobacco. This is an inportant public-
health issue for us. There are several conponents of our
activities that have been ongoing and will continue to be
ingoing. The courts have been supportive of us in that
regard and our efforts to reduce underage snoking will be an
important activity for the future and an inportant
investnent in the nation’s public health.

| don’'t want to just mindlessly catalogue a |i st
of everything that we are doing. That is not ny intention
My intention is to give you a framework in which to think
about the kinds of things we would like fromyou and ask for
your specific input.

In the weeks and nonths ahead, we will be neeting
wi th stakehol ders, constituencies who are affected by the

agency’ s deci si ons. These will be public neetings. There
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w Il be discussions with representatives of various groups.
W want to have a lot of input but we don't want a totally
open- ended process that could be nmessy, difficult to
interpret or not guiding us in a useful way.

There are three considerations here. The first is
that FDA does not expect the neetings to find specific
solutions for all the challenges raised by FDA
noder ni zati on. G ve us the best advise you can. Recogni ze
that it is interim advice but the best advice at that
moment .

The second is these discussions will be open. The
agency is very receptive to constructive input and
proposal s. This is not a sham operation. The third is that
we will make every effort to include the views of
st akehol ders in new proposals, but we recognize that, at any
nmonent in time, there is going to be sone tension and it
will not be possible, of course, to satisfy everybody’s
desires.

At the sane tine, we recognize the decisions and
plans that are nade today may be very useful today but may
not be useful in the future and we will have to continue to
revise those. Wile we are setting up these nechanisns for
taking in and analyzing the comments, we have already
established the traditional docket to record input and ideas

that people would like to submt to us.
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May | give you that docket nunber. That docket
nunber is 98N0339. W don’'t have a way of electronically
assessing, inputting, these conments but you can nmail or fax
us any coments that you have. CQur fax nunmber is 301 827-
6870. You can mail your coments to the FDA dockets
managenent and | think many of you have done this in the
past and are famliar with that.

If you miss that, it will be available at other
times and | don’t mean this to be the only opportunity. But
| do want to say that we wel cone your input in that regard.
These are very inportant issues, in general. The issues
that you will be struggling with and di scussing are,
obviously, very inportant and very conplex as well.

| look forward, very nuch, to hearing about the
i nput from these discussions and what suggestions you will
have fromus. And | beg your indulgence after the very good
advice that Joe Levitt gave, that people should stay around
for nore than just their presentation. I am not going to do
so and | apologize for that very much because | am supposed
to be sonepl ace el se. But it is still good advice and you
all should follow it and do it.

| do appreciate this chance to give you these few
remar ks. | do appreciate your willingness to work with us
and provide the kind of input that this open neeting

prom ses to convey.
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Thank you all very much for your efforts.

MR LEVITT: Thank you very nuch for trying to set
the tone for the nmeeting and for kind of giving an FDA-w de
per spective. I know it is hard, from sonebody who has
worked in or with just about every FDA program | recognize
that it is hard to really give a good FDA overvi ew because
everybody is focussed on their areas. But we thank Dr.
Friedman for doing that.

Overvi ew of Research Allocation/ Resource Needs

Let’s, now, start to focus nmore in on foods issues
directly. I wll talk just a second on the inportance of
establishing priorities. A nunber of people have heard ne
in my various talks this spring, what sonmebody jokingly
called ny stunp speech, where | have tal ked about val ues,
vision, priorities and challenges.

| often give the exanple of too many of FDA' s
activities are like we are trying to take a hundred pebbles
and push them up a mountain an one mle an hour and, after
fifty years, what do we have to show for it. W have got a
| ot of pebbles halfway up the nountain and nothing over and,
really, nothing to show for it.

So | really amgoing to try to take the opposite

approach, to identify what | call several boul ders, get them
ap and over the hill, to focus, to finish and to nove on:
chat is, | can say sonmething that all of FDA copes wth,
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certainly the Foods Programis no stranger to that, but it
is an inmportant thing we are going to try to do.

Real Iy, when you stop and think about this
neeting, what I would like you to do is help us identify
what those boul ders shoul d be.

| have a couple of slides | want to run through to
ki nd of further set the stage. You will enjoy the spl endor
This meeting roomis what they call a BYOS, Bring Your Om
Screen, and so we are a little into home novies here.

[Slide.]

In terms of what we are trying to do today, we are
trying to look at priorities across CFSAN. | have asked
people to focus outside of Food Safety Initiative because
there have been lots and lots of public neetings focused on
Food Safety Initiative and | want to kind of make tine for
everything el se.

To the extent that people want to tal k about food
safety, that is fine. I would just ask you to focus on FDA-
specific issues and not issues involving other agencies. As
Dr. Friedman said, this also is part of our genera
fulfillnment of the nandated under the Mbdernization Act to
reach out and neet with stakehol ders.

[Slide.]

| have got a couple of graphs that I want to run

through, and let ne take a minute with it. | tease nyself
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about when | was asked to take over the program | had
worked in rFpa for twenty years. | know exactly how big
CFSAN was. CFSAN had 1, 000 peopl e. | knew that. Ever ybody
el se knew that. I guess | nust have a tine warp for when |

started because when | started, twenty years ago, in 1978,
sure enough, CFSAN had 995 peopl e. | am going to round up
and call that 1, 000.

But what has happened, and this chart just covers
full-time equivalents or essentially people in the program
but , in FDA, in general, and Foods is simlar to that,
virtually all of our noney is in payroll. So this very much
reflects at |east how we see our resource base.

The first think you see is that, for ten years,
there was a cut every year for ten years. That was part of
t he general downsizing of governnent during the 1980s but
you can see it hit the Food Center particularly hard, and
you can see one year in the mddle which was probably the
Sraham Rudman year, if we | ook back, for when there was even
a steeper cut than in other years, but a ten-year constant
decline.

The second thing that is not obvious but | point
out is in the mddle, where you start seeing some increases,
they were very targeted increases for very specific reasons.
And so there was an increase for inported foods. There was

an increase for seafood. There was an increase for NLEA for
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lutrition Labeling and Education Act, and there was a nost
-ecent increase in this year for Food Safety Initiative.

Even with those increases, we still have
20 percent. W are still started this year at 791. W
still are 20 percent smaller than the menory | had which is
>robably the nenory that a |ot of you have because the FDA
udget is presented nore as a whole or as a foods program
vhich includes the field. And it is hard to tease apart for
>ublic understanding of what the resources of the center
ire.

So that is one thing to look at. Nw, there is
another thing to ook at which is how rmuch people in the
zenter | ook at it.

[Slide.]

If you take out those four areas that | nentioned,
if you take out the increase of inports and seafood and
autrition and Food Safety Initiative which are inportant
out , nevertheless, very specific increases, if you |ook at
the general base of the program-so if you are working in
food additives, if you are working in color additives or
cosnetics, if you are working on Codex or if you are working
on food standards, you are working on pesticides, you are
working on the MIlk Program you are working on any numnber
of activities, this is how your world | ooks to you

You don’t have a 20 percent decrease, although
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-hat woul d be enough. You really are down to 666. You are
really down to a full 33 percent decrease. As | said, if
rou talk to people in the center, that is just naturally how
:hey feel because that is how their program has gotten cut,
n average; sone nore and sone |ess.

[Slide.]

Nw, at the sane time, of course, while budgets
vere goi ng down, additional responsibilities were being
jiven to us, and this lists the nmajor pieces of |egislation
i nvol ving the Foods Center; infant formula, pesticides,
wtrition and labeling, dietary supplenents, Food Quality
?rotection Act on pesticides, and, of course, the
dodernization Act from | ast year.

So we have those sets of FDA and food-specific
Legislation. W also have, as conpanion to that but it is
<ind of hidden, all of these general international trade
agreements which carry with them their own additional
responsibilities. This is sonething that | know that has
had a lot of interest outside, but | can say it is kind of
bel ow the surface because it doesn’'t say Food and Drug on
it

It doesn’t say Food Safety on it. It says, WO
Or it says equival ency. Or it has words like that. But
what that means is that those also are additiona

obligations we are having to do.
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So what FDA is realizing nore and nore is you put
all of this together and you can’t help but reach the
conclusion that there are significant gaps from what we
have, in terns of resources, for what the world s
expectations are. There is a gap between the ability to
deliver and the expectations to deliver.

So what we need to do is we need to try in hel ping
to bridge that gap. One of the areas is, “Al right; what
are we going to do?” | was at a neeting. | was down at |FT
in Atlanta earlier this week and | kind of walked in at the
end of the one of the presentations because | was on the
next panel.

One of the presenters, just froma food conpany in
charge of research, said, “You know, in ny research program
| have got to set priorities. That neans that sone of the

things that people want to do aren’t going to get done but

it means sone things are going to get done well.” | said to
nyself, “Ww, | want to tape that. | want to replay it at
t he begi nning of our public neeting on Wednesday, " because

that is exactly the thene that we have to do if we are going
to succeed.

[Slide.]

In terns of priorities, people ask ne, “Wat do
you nmean by priorities?” Wwen we |ooked at regul ations,

this is kind of how we have scoped it out. W say, nunber
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>ne, if it is a regulation that is going to enhance consuner
safety, that has got to be first.

That is, after all, why we are here. That is why
the Food and Drug Administration exists. That is why the
ict was passed in the first place. That has got to be our
top priority and a lot of the Food Safety Initiative issues
you Wi ll see in there.

Nunber two, what is nandated by statute. Nurnber
three, health-related labeling, nutrition issues, health
clainms and so forth. Four, things that inprove efficiency,
sonething, 1 would say, |ike our proposed GRAS notification
process of a year ago. That is sonething that is going to
i nprove efficiency. It is going to help the whole system
run well. W need to give priority to that.

Finally, not w thstanding those four categories,
there will be other things that have major positive inpact
and we want to be able to identify those. Again, that is
what we want you to kind of do with us today.

[Slide.]

W have listed six questions in the Federal
Register that | want to call people’ s attention to and hope
that you will try to address as we go through. Nunber one,
are there safety issues not being adequately addressed. |If
there are, we want to know it. W certainly think that the

Food Safety Initiative and other things, we have that
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.overed. But , if we don't, please tell us. W want to
Now.

Nunmber two, what should be the top Priorities
>eyond the inplementation of the President’s Food Safety
Initiative. In all ny other speeches, | have a slide that
says, on priorities, when you have a Presidential
initiative, you know it is first. It is food safety, food
safety and food safety.

But, beyond that, we have an entire program of
activities. What do you think should be the priorities
seyond that. Criteria; do you like the criteria | just put
ip or do you think other criteria are nore appropriate.

[Slide.]

Four, what are the highest priority areas for
research. W believe that it is essential to have a
sci ence-based program and that research is a critical part
of that. But we can’t do everything. Wiere can we best
direct our research efforts so we are getting dividends,
things that are unique that need to be done here that are
not being done other places and are critical to our mission

Nunber five, international activities, what is the
priority of those. I mentioned WO equival ency, Codex. |
think we recognize these are inportant but also they are
expensive, they are far away, they take tinme. Were can we

best target our efforts so that we get the nost payout out
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fit.

Finally, | asked a question about econom c fraud
and the food supply or economic issues generally, where do
-hey fit? They are not safety issues. W know they are
conmpetitive issues. But | get a fair anmount of questions on
chat so | thought | would put the question out, Wwhere does
it fit in the schene.

[Slide.]

We are establishing, and this meeting is the
formal kickoff of it, what | call an open participatory
?riority-setting process for Fiscal Year 1999 and beyond
vith a goal of establishing blueprint for our priorities.

Ne will be taking today’'s and tonmorrow s neeting and
following through internally through the summer in our
priority process, and we will be putting sonething out this
fall for foods in addition to the general plan for Congress
that Dr. Friednman nentioned.

[Slide.]

Finally, | want to just junp back, if you will
allow ne, very quickly, to leave one slide up there for a
couple of mnutes, which | msplaced as | ran through the
slides, and that is really what does all this cone down to?
As we are |ooking across the Foods Program the central
issue | want to keep coming back to, and folks can prepare
t hemsel ves for, because when you are sitting up here, it was
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joing to keep being ny question, Wwhere do we do the nost
3ood for consumers.

That is why the FDA is here. Were do wedo the
nest for consunmers across all these areas. That is why |
<eep focussing on safety. That is why | keep focussing on
nealth-related issues. Pl ease help us focus on that and
vhere we are going to do the nost good for consumers.  That
is, | think, where we will be successful

That conpletes ny slide presentation. Let me just
say a couple of other things and then we will get the
neeting ki cked off. This is how we are going to do this.
Peopl e have the agenda out there and so what we are going to
dois we will have a series of panels--1 hate to call it
Congressional hearing style because | hope the atnosphere is
considerably different.

But , nevertheless, we have tried to group people
that have simlar kinds of issues that will be doing
presentations as a group. W wll have, up here, sitting
along with ne, a rotating panel of senior staff from our
center.

Wiat | would like to do, and this is naybe a
slight nodification, is when we get up here for each group
I think I would like each presenter to do their presentation
and then we will have question and dial ogue as a group

There will be a little bell and a little sign that goes off
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jecision should be codified in a regulation.

In addition, such regulations should specify that
realth and nutrition clainms based on authoritative
statements of other governnent agencies are limted to
statenments that were intended to constitute dietary
recommendat i ons. Statenents nmade for other reasons or other
pur poses, such as in the mddle of a scientific paper, could
result in nisleading label clains if they are pursued by
i ndustry and accepted by the governnent.

A third labeling issue is that many | abels feature
clains that can deceive people who are trying to choose nore
heal t hful foods. These deceptive labels are traditionally
| ooked at as economc fraud but it is really health fraud,
al so.

For instance, sone foods inply that they are nmade
with whole grains, something we should be eating nore of to
possi bly reduce our risks of cancer and heart disease. But,
in fact, they contain nostly refined grains, white flour
O her labels inply that foods are made with lots of fruit or
a pure fruit yet they contain small anpbunts of fruit or are
made nostly with denatured fruit juices, apple juice or
grape juice.

For decades, the FDA has said that it does not
have the resources to police |abel clains that do not

introduce a direct health threat. But such clains are still
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vasically defrauding consuners and oftentinmes cheating
:onsumers out of the nutrients they think they are getting.

One product that cones to mind is 100 percent
spreadable fruit. A naive consuner would think that it is
wctually 100 percent fruit. It isnt. It is mostly fruit
juice, probably grape juice.

It is high tinme that the FDA nmade it clear to the
lood industry that deceptive clains are sinply illegal
>sPI filed a petition in 1995 that cited numerous deceptive
labels, none of which the FDA has stopped al though public
>ressure stopped food conpanies from continuing sone of
hose cl ai ns.

If the FDA won’t stop deceptive clains, it should
zell the public that it is not policing this area and then
it should work closely with state officials who collectively
ni ght have the resources to protect the public. The FDA
also, obviously, should do what it can to stop outright
adul terated products such as juices that contain no juice or
honey that is not 100 percent honey.

Moving on to the area of dietary supplenents, the
FDA is burdened with a weak law that Iimts the agency’s
authority to protect the public from unsafe and m sl eadi ngly
| abel ed suppl enents. The agency should build a record
detailing the need for greater authority.

In addition, the agency should adopt a contai nment
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itrategy that helps insure that problens with the regulation
£ dietary supplenents do not spread to the regul ation of
iealth clains for foods or to the safety and efficacy for
lrugs. CFSAN should start by monitoring carefully the
notifications of proposed structure and function clains and
'pposing questi onabl e ones.

In the area of food additives, we are concerned
ibout the rigor of FDA's approval process. Mst additives
serve |little health purpose and are conpletely unnecessary
o the food supply. Additives should be as close to
serfectly safe as possible. However, at tines, it seens
:hat the agency has turned the law on its head. I nstead of
requiring the conpany to establish safety to a reasonable
sertainty of no harm it seens that others are required to
?rove harnful ness.

Olestra and acesulfame K are recent exanples, but,
s>ver the years, the FDA has bent over backwards to excuse
oroblems with a variety of food additives. Also, wth
regard to food additives, we hope that CFSAN w |l defend the
Del aney clause. That law is essential to protecting the
public’'s health. Wthout it, industry toxicologists and
statisticians will find all sorts of creative ways to prove
that cancer-causing chenmicals are actually quite safe.

As a subset of food additives, the FDA should

carefully watch GRAS chem cal s. The FDA has proposed
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-educing the scrutiny of GRAS substances by asking for just
Notifications acconpanied by brief documentation. V& think
-hat that could be very dangerous.

We recently filed comments on one particular food
idditive that a conpany is using as a GRAS substance, a fat
substance call ed salatrim, that we think poses sone safety
roblems. But the acceptance of salatrim as a GRAS
jubstance suggests how easy it is to market a chemcal wth
rirtually no FDA scrutiny.

If the FDA formally said, "We are not going to
1iffirm GRAS petitions, " | think you are opening the doors
vide open to problem chem cals gaining easy access to the
Food supply.

On a sonewhat broader issue, the FDA should
reconstitute its Food Advisory Commttee to increase its
credibility. The committee has |ong been | oaded wth
i ndustry consultants and even industry enpl oyees. That
commttee should include many nore bright and independent
nembers whose top priority, as evidenced by their career
history, is protecting the public’'s health. The commttee
must al so include consuner activists to balance the industry
activists who have routinely been nenbers of the conmttee.

In the area of international affairs, we are
concerned that the FDA is allow ng trade concerns to

super sede heal th concerns. CFSAN should be working hard to
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insure that the Admnistration’s trade policies are
consistent with the Food, Drug and Cosnetic Act, not the
ot her way around.

Also, it should be seeking to further the
obj ectives of the Act by advocating that safety and | abeling
standards be harnonized internationally in an upward
fashion, not a downward fashion, to reflect the best, not
t he nost nediocre, consuner-protection and public-health
requi rements from around the world. That clearly is going
to be an area of greater and greater interest.

One thing that should not be a CFSAN priority is
elimnating food standards. Consuners need those food
st andar ds. Much of the food industry supports those food
st andar ds. The FDA should not be wasting any resources to
do any kind of systematic review and elimnation of the
st andar ds.

Finally, we recognize CFSAN’s financi al
constraints. | applaud you for discussing earlier today the
financial bind that CFSAN has been in increasingly over the
past twenty years. W urge CFSAN to seek additional
fundi ng, either through general revenues or by inposing
registration fees on food nmanufacturers. Smal | fees can go
a long way to raising tens of mllions of dollars.

Over the last twenty years, as | believe you

pointed out this norning, the Center has actually
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experienced a 20 percent decline in staffing. The public
cares deeply about food safety and honest |abeling and I
think would clearly support a greater budget.

But CFSAN, the FDA and the Admi nistration nust
make sure the public knows that CFSAN sinply does not have
the resources to insure a safe and honestly |abeled food
supply . | think your statenent this norning is a good tria
run, floating a trial balloon, about the Iimtations and
resources, but it is the kind of thing that | think the
Admi nistration needs to nmake many nore sales pitches on
before many nore caneras to get the word out to the public
that CFSAN sinmply cannot do its job w thout further
resources. So there; trying to get nore noney in your
pocket s.

MR LEVITT: Very good. Thank you.

Bruce, do you have anything prepared to add?

MR SI LVERGLADE: No. | amjust here if there are
any questions.

MR LEVITT: First of all, thank you for com ng
today and for having a nice list for us to work wth. Let
me start with the whole area of health clains and
notifications that you nentioned there. | want to be sure |
heard it right. You said, Mke, that the health clains that
we had approved so far, by and |arge, were good ones. Are

there additional ones lurking out there that you think
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jeserve greater attention than we have got?

DR JACOBSON: W haven't been thinking about
-hat. It is the kind of thing that would be well for us to
-hink about. But when you consider the mjor dietary
>roblems in this country are too nuch fat, too nuch
saturated fat, too little fiber, too nuch sodium and so on,
zlearly the ones that the FDA has issued are very inportant
ones and ideally would be used nuch nore by the food
i ndustry.

MR S| LVERGLADE: | think the point we are trying
to nmake on the original health clains is the first eight or
ni ne, depending on how you count them were general clains
about generic dietary patterns that Anericans should follow
for better health. The |last couple of approved health
clains dealt with oatneal, essentially one type of food
product .

The nost recent anendnent dealt wth psyllium and
there is only, to our know edge, one nationally available
brand-nanme food in the United States that contains psyllium,
a brand of cereal. Wat we disfavor, and | think nost of
the public-health community disfavors, is that approval of
health clains for specific food products.

That is not what we believe the |aw was intended
to facilitate and we believe that that is not the best way

to assist consunmers in inproving their diets because a
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consuner will benefit by a health claim for exanple,

di scussing fiber and heart disease if it is a general claim
that could be used on nany food | abels rather than a
specific claimthat can only be used on one brand nane of
food because it would be nore sources of fiber for themto
consune.

DR, JACOBSON. Advertising Age recently nade fun
of the oatneal claim which is being used in Cheerios ads and
I think Cheerios |abels where the ad says if you eat three
bowel s of Cheerios a day, you can get a 4 percent reduction
in cholesterol |evels. It says, “Well, how nmany people are
going to be eating three bowels of Cheerios every day of
their life to get that kind of a mninum benefit?”

MR SILVERGADE: On the other hand, the agency,
since 1993, has had an inproved health claim for diets rich
in foods containing soluble fiber, and that could be cereal
and many other foods. That type of generic health claim
gives consuners a better education in nutrition and how to
improve their diets as opposed to steering themto one type
of food.

MR LEVITT: The second question; international
this nmorning, we heard a lot of interest in the
international area for some industry representatives. In
addition to your general statement of we ought to use the

international area to harnonize up and not down, are there
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ic kinds of international goals that we ought to
g affirmatively?

MR SI LVERG.ADE: | think, within the

Adm ni stration, FDA needs to be a spokesperson for public

heal t h. The whole drive behind international harnonization

are trade concerns. In the U S., that nmeans increasing our

agricultural exports and nmaking it easier for companies to

do busi ness across borders.

it has not

That may be fine from an econom c standpoint but

hing to do with FDA's public-health m ssion. FDA

needs to be there as a break on the process to say, ‘Wit a

second. W have to put public health here, if not first, at

| east equal

to trade concerns. ”

Frankly, other agencies within the Administration

such as the Environnental Protection Agency, have been a

better advocate than FDA EPA representatives cone to

Adm ni stration neetings, intergovernnmental agency neetings,

and they s

peak up on behalf of consuner and public-health

concerns nore than FDA

On the other hand, of course, you have USDA which

is just totally advocating increasing exports as represented

by the For
hope t hat

for public

eign Agriculture Service, and so forth. So we
FDA is a strong voice within the Adm nistration
heal t h.

The other point | would make is that now that we
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ire in a global econony, and there is no question that we
wre, and now that we are bound by international agreenents
.0 harnoni ze regulatory standards in the area of food
-egqulation, this presents not only a threat but an
opportunity because if we are going to go about harnonizing
regulatory requirenents, we can go up or down.

We can | ook for the |owest common denom nator and
say that is the common level and that is what the
i nternational standard will becone, or we can shop around
-he worl d and say, "Various countries have interesting
regul atory requirenents that may protect their consuners
oetter than we are currently protecting American consuners, "
and these other requirenents for other countries mght serve
as a nodel for the United States.

While our current requirenments may not be that
hi gh, we should raise our requirenents and advocate the
stronger requirenments to becone the international standard
and a nodel for the U S Certainly, in the area of dietary-
suppl ement regulation, it is a clear exanple.

But , unfortunately, FDA personnel go to
international neetings such as those of the Codex Comm ttee
on Nutrition and advocate the current dietary-supplenent |aw
in the U S Wiile we have to follow that law in the U S
nothing in that |aw says that we have to advocate that

internationally, that FDA has to advocate that
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internationally to facilitate trade. So that is a good

sxample.

MR LEVITT: Let nme share sone time with ny
colleagues.

DR. CARNEVALE: | guess | will stay on the
international area for just a nonent. | appreciate your

sending nme the recent CSPI report on food | abeling where Yyou
actually did a conparison of food |abeling approaches in
>ther countries compared with that of the U S It is
actually a quite interesting analysis so there is sone free
advertising for your report. That is just a comment.

| also would wish that, perhaps, you could
2laborate a little bit on a statenment that you said right at
t he begi nning where you said that consuner interest should
weigh heavily on what we do at FDA. And then you added the
caveat that it should not be based on nunbers of letters
recei ved.

DR.  JACOBSON: | didn’t say weigh heavily. | just
said it should be factored into a priority setting.

DR CARNEVALE: |If you could elaborate a little
bit.

DR JACOBSON: If you have mllions of people
concerned about sonething and sone nunber of nenbers of
Congress, perhaps, | think it is sonething that deserves to

be | ooked at even if it didn’t show up on an intra-agency
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ist of the ten highest priorities and |I don’t know of a
pecific exanple of that.

DR. CARNEVALE: Let me put it a little nore in
context. This nmorning, we heard a fair amount about setting
wur priorities based on risk, risk-based priority setting.

- guess | aminterested in how you see this conpared to that
:ype of priority setting.

DR.  JACOBSON: | think the health inpact of
something should be the top priority. And then economc
.mpact should al so be considered, econonic inpact on
onsumers should be considered as a mgjor priority. Maybe
:he agency would come up with ten priorities based on that
>ut if the fifteenth priority is sonmething that mllions of
>eople care deeply about, are affected by, but it is not--I
jon’t know, reactions to MSG perhaps. | am not sure if
that is a great exanple but it is sonmething that wouldn't be
in the top ten list of health threats or econom c problens
t o consumers.

But if you had tens of thousands of people witing
to the agency saying, “This is sonmething you have got to
deal with; it ruins ny quality of life even though it is not
sending ne to the hospital, “ then | think that needs to be
factored in. Maybe it needs to be pushed up to No. 13. I
am not sure.

But it is sonething that if you have a nob at
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ralls of FoB-8, you should pay sone attention to the
nterest in the consumng public.

DR. BAI LEY: I would like to ask a quick question
ibout the Del aney clause. There is quite a differing
pinion in the scientific comunity about where we are in
inderstanding nechani sns and how we can nake deci sions and
ipply ri sk assessnent. It is beyond ny know edge of it to
omment on the science, but I would like to ask, do you see
1 franmework where Delaney could be altered and stil
>resexrve the inportant public-health decisions that need to
be made.

DR JACOBSON: It mght be. I could envision
something, a chemical that causes cancer in rats, through a
nechani sm because the rat has an enzyne that converts the
~hemical, an otherw se safe chemical, into a carcinogen that
numans don’t have and it sinply could not cause cancer in
humans

If it were denonstrated that that is the only
nmechani sm by which it causes cancer in rats that that would
suggest that there could be an anmendnment saying that if the
ani mal studies, whatever studies, are irrelevant to human
concerns with a very high burden of proof, then that could,
concei vably, be an appropriate exenption, adding that to
ot her exenptions from Del aney.

But converting Delaney into a risk assessnent,
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there are a lot of creative statisticians out there who wll
always find some way to neet the one in a mllion, or
what ever nunber you want to choose. So the Del aney
amendment doesn’t always nake scientific sense but, as a
public-health protection, | think that it has worked
reasonably well and it sends a signal to industry and to the

adm nistrators that health is the top concern that if a food

additive, a generally unnecessary chem cal, introduces any
risk of cancer, it shouldn’t be tolerated.

We haven't addressed cosnetics at all, and | don’t
know i f anybody out there today or tonmorrow will be
addressing it, but | think it is unfortunate that the |aws
are not stronger. The burden is so heavily on the FDA to

find problens and then get rid of them

There was a nitrosam ne problem twenty years ago,
fifteen years ago, wWith awesone |levels of nitrosamnes in
cosmetics introducing a cancer threat. | deal |y, FDA woul d
seek stronger legislation. This is not the nost propitious
time for that. W probably have to wait for a crisis but |
would like to build up your little division, also.

DR TARANTINO: Your comment about the GRAS
notification; | know we have your coments, but | wanted to
make sure | knew what you had said today. It sounded as
t hough you were suggesting that we ought to maintain GRAS

affirmati on as such. | suspect you are aware, and this is
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bout priorities--1 know you are interested in our spending
ore tinme looking at food-additive reviews and that one of
he problens with the process that we have now i8S it

robably has di scouraged people from coming to US because of
ffirmtion process, the rulemaking and such, has taken so
ong.

One of the notions of notification was to get nore
elks in to us so that we would know nore about what is in
he market . Wien you say affirmation, are you proposing the
ystem as it exists now with the rulemaking or are you
eally tal king about scrutiny no matter how it takes place
idministratively?

DR JACOBSON: | think these chem cals need
scrutiny. So far, there really hasn't been a great deal of
scrutiny. | think the FDA may be acknow edgi ng resource
-ealities by saying, “Just let us know and we will track you
lown if we don't like it.”

But , in a way, that is an invitation to conpanies
0 go the GRAS route rather than the food-additive route. |
certainly could envision Procter and Ganble having done that
with olestra, saying, “It is not absorbed; it is safe. " So
chings kind of work both ways.

In ternms of conpanies informng the FDA of what
they are using without the FDA's know edge, naybe there are

cther ways to do that. But one certainly would like to
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: NOW.

DR TARANTINO: Thank you.

MR LEVITT: | have one nore question and then
just one coment after that. My question, and | asked this

1 couple of times this nmorning, a year fromnow, if we
-econvene a year fromnow, if you could identify maybe two
>r three maybe nedi umsized boulders that it would be nice,
1 year fromnow, to see done or merely conplete.

DR JACOBSON: Trans-fat |abeling is an easy one
As | understand, CFSAN was supposed to be doing sonething on
~hat, but just nothing happens, it seens. It should be easy
for the FDA to find, and if FDA can’t, we can help, half a
jozen deceptive |abels. You should hold a press conference
with those products explaining to the public and the food
industry why the labeling is deceptive, choosing exanples
that represent, perhaps, larger issues than one obscure type
of deception. In our 1995 petition, we gave a few exanples
li ke that

MR SI LVERGLADE: | would just add final rules on
the new health claim notification procedures under the
Moderni zati on Act that require that new notifications be
i medi ately placed on the public docket. W understand that
that is going to be the practice--the FOI office told us
that is going to be the practice but we would like to see

that codified by regul ation.
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Final rules on obstruction function clains for
ietary supplements. And, just, again a word in
nternati onal issues, that every time the President says
hat he will protect, or seek to protect, labor and
envi ronmental concerns when negotiating trade agreenents, it
rould be nice if he said, “Labor, consuner and environnmenta
roncerns, “ including FDA's work.

DR, JACOBSON: One | ast one woul d be
-econstituting the Food Advisory Conmttee.

MR LEVITT: This may not be exactly the sane
>olnt you were nmentioning but the Food Advisory Commttee
1as nmenbership renewal s and about a third of the people
rotate of f about every year. | just gave certificates to
seven people which nmeans we are in the process of recruiting
and i dentifying. So if you or other people in the audience-
-1"m sure you know the process and announcenents, but as
long as it is raised, | want to be sure that people know
here is any opportunity to suggest nanes.

That is the best way, for people that want us to
cry to think of different places and different kinds of
axpertise, by all neans, give us specific nanes so we can

follow up on it and eval uate.

Wth that, let nme thank you very nuch for your
partici pation. Again, | hope that you are able to stay and
hear sonme of the other speakers as well. W wll welcone
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Again, we thank you very nuch.

DR JACOBSON:  Thank you.

nzyme Technical Association, a representative from the

alorie Control Council. And we have an additional

f Food Additive Producers.

If ny notes are right, | have Nancy Zeman and

ith Nancy and we will nove right down. Ve are giving yo

lbout seven or eight mnutes for presentation. I'f you st

.n front of you.
Food Additives
Enzyme Technical Association

MS. ZEMAN :  Good afternoon. | am speaki ng on
sehalf of the Enzyne Technical Association. | would like
-hank you for the opportunity to present the views of the
iTA with respect to the program priorities for CFSAN.

ETA is a trade associati on conposed of the

najority of enzyme manufacturers and distributors in the
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ny additional specific witten subnissions for the record

MR LEVITT: Qur next panel is going to be devoted

o food-additive issues. W have a representative from the

epresentative not on your printed agenda from the Alliance

ichard Cristol and Panela Graves-More. Let’s just start

u

art

joing over, you will see a little sign held up right there

to

United States. As such, ETA nenbers are directly affected
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by the priority decisions that are being discussed here
t oday.

ETA recogni zes that the center faces many
difficult decisions in the comng nonths and years.

Qbviously, as was pointed out in the Federal Register notice
announcing this neeting, funding and resources for the
President’s Food Safety Initiative is a top priority for the
center.

However, 1in addition to this inportant initiative,
ETA would like to point out four additional areas that
demand i medi ate attention and provide the center with an
opportunity to conplete prograns that will benefit both the
public and the food industry.

First, the center should conclude its review of
GRAS Petition 3G0016 which recognizes the safety of a nunber
of enzynes. The GRAS 16 Petition was accepted for filing by
the agency in April of 1973, over twenty-five years ago.

The petition seeks GRAS affirmation for a significant nunber
of enzymes that are used in food products today.

Wiile the enzymes from animal and plant sources
have been affirmed as GRAS, there is no final regulation for
t he renai ni ng enzynes. The GRAS 16 Petition is the lynch
pin for much of the food biotechnol ogy industry. The source
organi sms and the enzynmes listed in the petition are the

basi ¢ buil ding bl ocks of biotechnol ogy.
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Furthernore, any safety concerns related to these
rganisms and enzymes have been resolved |ong ago. Al that
-emains to be done is the publication of the applicable GRAS
Affirmation regulations. At the recent Food Update ’'98, you
said that you wanted to abandon the center’s traditiona
iethod of trying to push thousands of tiny pebbles up a
ountain and, instead, focus the center’'s efforts on
>rograms that can be acconplished in a timely nmanner.

You spoke of getting a few boulders up and over
-he nmountain. W feel the GRAS 16 Petition is one of the
‘hose boul ders that should have been cleared a long tine
19O .

Anot her program that needs to be pushed over the
nountain is the GRAS notification regulation. The
regulation is currently in the proposed stage and needs to
oe made final. ETA is not alone in its frustration over the
current GRAS affirmation petition process. The system has
been a dismal failure. Not only does it keep new and safer
food products off the market, the current system has an
adverse effect on food safety.

One of the questions asked in the Federal Register
noti ce announcing this neeting was whether there are any
issues that directly affect consuner safety that are not
bei ng adequately addressed. W believe that the failure of

the GRAS affirmation process falls in this category.
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The resource-intensive GRAS petition process needs
0 be replaced with a nore streaniined notification system
o that vital agency resources can be redirected to address
ood issues that are a priority with respect to public-
iealth concerns.

In addition, a sinpler, nore effective, GRAS
Notificati on system would provide an incentive for
manuf acturers to inform FDA of their GRAS determ nations.
'his would inprove FDA's ability to insure safer foods by
.ncreasing the agency’ s awareness of the conposition of the
1ation’s food supply and the cunul ative dietary exposure to
JRAS subst ances.

The process would also allow BATF and USDA to
.mprove their review of ingredients by providing the food
industxry with an FDA statement on the ingredients instead of
jelaying the review while securing an FDA consideration. A
Zinal GRAS notification would go a long way towards
Fulfilling these vital needs.

Finalizing the GRAS notification process also help
address nmany international concerns. | nt er nati ona
narketing is hit particularly hard by the failure of the
current GRAS affirmation process. It is difficult for
manuf acturers to globally market even unquestionably safe
products under a self affirmation. And, as we noted earlier

when di scussing the GRAS 16 Petition, they can wait a
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yuarter of a century for an FDA affirmation of GRAS status.

By finalizing a GRAS notification regulation that
?rovides a public statenent of FDA' s acceptance of
Notifications, the agency could, wth one easy step, provide
che public with a vastly inproved and safer food supply.
while conmenting on the notification process, we also
ancourage FDA to add the notifications to its Internet
vebsite, simlar to what is being done for biotechnol ogy
?roduct s.

Qur third recommended top priority is the
continuation of the center’s final consultation program for
oiotechnology products. Since 1994, devel opers of
bi ot echnol ogy-derived food products have been encouraged to
submt summaries of their safety and nutritional assessnents
to the FDA

This provides the FDA with inportant information
concerni ng what products are being produced and gives the
agency a chance to address issues before new products are
mar ket ed. The FDA' s biotechnol ogy system has been very
successful . This is, in part, due to the center’s use of
new t echnol ogy. For exanple, a list of products that has
undergone the final consultation process is naintained on
the FDA's Internet web page.

This is helpful both to the biotechnol ogy

comunity and the general consuner. Up to this point, FDA

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N.E.
Washi ngt on, D.C. 20002
(202) 546-6666




at

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

125
1as recognized the vital role that biotechnology plays in
assuring a safe food supply for an ever-increasing world
>opulation. ETA would like to encourage the agency to rely
>n science rather than enotion when addressing the issue of
>iotechnology-derived foods.

For exanple, several special-interest groups
recently filed a law suit against the FDA claimng that the
agency should require special |abeling on genetically
nodi fi ed foods. The thrust of their argunent appears to be
smotional . They are attenpting to stir up a public outcry
oy preying on an unifornmed public’s fear of new technol ogy.

The FDA had it right when it published its policy
on biotechnology in 1986 and, again, in 1992. Wth proper
saf eguards, biotechnology can provide a safe and nore
abundant food supply. Therefore, we urge the center to
continue to nmonitor the safety and nutritional value of
oiotechnology-derived foods through the consultation
Qrocess.

Lastly, ETA reconmends that the center imediately
renew its contract with the Food Chem cals Codex. The five-
year contract between the Codex and the FDA expired I ast
year and the agency has yet to renew its agreenment to fund
this essential service. Although the Codex has been able to
survive through contract extensions and frugal use of its

resources, the Codex will be totally unfunded as of Cctober
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.998 if nothing is done.

Wt hout funding, the Codex may cease to exist
Altogether. This would deal a severe blow to both the food
.ndustry and the FDA. Despite the FDA's recent decision not
‘0 renew the Codex contract, the agency has |ong recognized
:he benefit of using the Codex as a reference for
speci fications and met hodol ogi es.

The Codex is incorporated by reference in a
nultitude of food-additive regulations including amno
icids, aspartane, and polydextrose, to nane a few.
sikewise, Section 170.30(h) of the FDA regul ations
specifically states that any substance listed or affirnmed as
3RAS nust conform to all applicable food-grade
specifications of the Codex.

One reason the FDA has found it convenient to
reference the Codex is that it is continuously updated.

This is an invaluable service to the FDA | f the Codex
ceased to exist or is not updated, the agency would not only
rave to go back and revise all the regul ations that

reference the Codex but it would also have to continuously
nonitor the specifications and nethodol ogi es contained in

t hose revisions.

It is not hard to imagine that, due to budgetary
constraints, nmuch like those addressed here today, updating

t hese regul ations could be delayed for years, slow ng the
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process of innovative new food processes.

W realize that many in the FDA believe that
i ndustry does not do its part in funding the Codex. Wile
it is true that industry does not provide direct nonetary
support, industry has a long history of investing heavily in
the Codex by providing invaluable information and anal ysis.
This is in recognition that industry and the FDA need the
Codex

Additionally, as the Federal Register notice
announcing this meeting pointed out, the Codex has grown in
significance as nore and nore of our nation’s food supply is
ei ther inported or exported. Food regul atory bodies around
the world, including the FDA, have begun to recognize that
harnmoni zed international standards are not just a good idea.
They are essential of the country is going to conpete in
today’ s gl obal narket pl ace.

| will just close and say thank you for your tine

and we appreciate the opportunity to speak here today.

Thank you.
MR, LEVITT: Thank you very much
Next is Richard Cristol, Calorie Control Council
Calorie Control Council
MR CRISTOL: Good afternoon. My nane is Richard
Cristol. | am the Washington representative for the Calorie

Control Council which is an international association which
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